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§20.42 Aggregation of certain re-
quests.

The Food and Drug Administration
may aggregate certain requests by the
same requester, or by a group of re-
questers acting in concert, if the re-
quests involve clearly related matters
and the agency reasonably believes
that such requests actually constitute
a single request which would otherwise
satisfy the unusual circumstances
specified in §20.41(b)(3)(ii)(B). FDA may
extend the time for processing aggre-
gated requests in accordance with the
unusual circumstances provisions of
§20.41.

[68 FR 25286, May 12, 2003]

§20.43 Multitrack processing.

(a) BEach Food and Drug Administra-
tion component is responsible for de-
termining whether to use a multitrack
system to process requests for records
maintained by that component. A mul-
titrack system provides two or more
tracks for processing requests, based
on the amount of work and/or time re-
quired for a request to be processed.
The availability of multitrack proc-
essing does not affect expedited proc-
essing in accordance with §20.44.

(b) If multitrack processing is not
adopted by a particular agency compo-
nent, that component will process all
requests in a single track, ordinarily
on a first-in, first-out basis.

(c¢) If a multitrack processing system
is established by a particular agency
component, that component may deter-
mine how many tracks to establish and
the specific criteria for assigning re-
quests to each track. Multiple tracks
may be established for requests based
on the amount of work and/or time re-
quired for a request to be processed.

(d) Requests assigned to a given
track will ordinarily be processed on a
first-in, first-out basis within that
track.

(e) If a request does not qualify for
the fastest processing track, the re-
quester may be provided an oppor-
tunity to limit the scope of the request
in order to qualify for faster proc-
essing.

[68 FR 25286, May 12, 2003]

§20.44

§20.44 Expedited processing.

(a) The Food and Drug Administra-
tion will provide expedited processing
of a request for records when the re-
quester demonstrates a compelling
need, or in other cases as determined
by the agency. A compelling need ex-
ists when:

(1) A failure to obtain requested
records on an expedited basis could rea-
sonably be expected to pose an immi-
nent threat to the life or physical safe-
ty of an individual; or

(2) With respect to a request made by
a person primarily engaged in dissemi-
nating information, there is a dem-
onstrated urgency to inform the public
concerning actual or alleged Federal
Government activity.

(b) A request for expedited processing
made under paragraph (a)(1) of this sec-
tion must be made by the specific indi-
vidual who is subject to an imminent
threat, or by a family member, medical
or health care professional, or other
authorized representative of the indi-
vidual, and must demonstrate a reason-
able basis for concluding that failure to
obtain the requested records on an ex-
pedited basis could reasonably be ex-
pected to pose a specific and identifi-
able imminent threat to the life or
safety of the individual.

(c) A request for expedited processing
made under paragraph (a)(2) of this sec-
tion must demonstrate that:

(1) The requester is primarily en-
gaged in disseminating information to
the general public and not merely to a
narrow interest group;

(2) There is an urgent need for the re-
quested information and that it has a
particular value that will be lost if not
obtained and disseminated quickly;
however, a news media publication or
broadcast deadline alone does not qual-
ify as an urgent need, nor does a re-
quest for historical information; and

(3) The request for records specifi-
cally concerns identifiable operations
or activities of the Federal Govern-
ment.

(d) All requests for expedited proc-
essing shall be filed in writing as pro-
vided by §20.40. Each such request shall
include information that demonstrates
a reasonable basis for concluding that
a compelling need exists within the
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